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CHI DINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG
VA CAC THONG TIN KHAC:

Xem toa huéng din sif dung bén trong hdp

BAO QUAN: Noi kho, nhiét do khong qua 30°C, trinh anh sang

Bé xa 13 lay tre em

ng tryde khi ding

INDICATIONS, CONTRA-INDICATIONS, ADMINISTRATION, DOSAGE
AND OTHER INFORMATION: See the enclosed leaflet in box
STORAGE:

In dry place, temperature not exceeding 30°C, protected from light
Keep out 0
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San xuét tal
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Hép 1 tuyp x 5 g kem bdi da
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CHi DINH, CHONG CHi BINH, CACH DUNG, D€ xa tm tay tré em f

LIEU DUNG VA CAC THONG TIN KHAC: Boc ky hutng dan sif dyng trugc khi ding o ®
Xgm toa»huéng dan sl dung bén trong hop. SpK: X’f
BAO QUAN: Nai khd, nhiét do khong qua 30°C,
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Ta duge vira dil....ooocc 5g

(T4 duoc: Sepineo P600, Methyl parahydroxybenzoat (5 mg),
Propylen glycol, Nude cit)

2. Dang bao ché: Kem boi da

3. Duoc luc hoc:

Nhém duge ly: Thube khang ndm diing tai chd, dan chét imidazol va

triazol

Ma ATC: DO1IACO08

Duge Iy va co ché tic dung:

Bikozol® chira ketoconazol 1a mot chat khang nim pho rong nhom

imidazol. Ketoconazol trc ché sinh tong hop ergosterol, lam thay doi

tinh thAm va chirc nang cua mang t& bao nim.

Téc dung trén nhidu loai ndm gdy bénh nhu Candida spp, Blastomyces

dermatitidis, Coccidioides immitis, Epidermophyton  floccosum;

Histoplasma capsulatum, Paracoccidioides brasiliensis, Malassezia

Sfurfur, Microsporum canis, Trichophyton mentagrophytes va T.

rubrum, mot vai chung Aspergillus spp, Cryptococcus neoformans va

Sporothrix schenckii. Thudc con tac dung trén mot vai vi khuén Gram

duong.

4. Dugc dong hoc:

Nbng do trong huyét twong ctia ketoconazol khdng phat hién duoc sau

khi bdi kem ketoconazol 2% trén da ngudi 16n. Trong mét nghién ciu

& tré bi viém da tiét ba nhon (n = 19), khoang 40 g kem ketoconazol

2% duoc dung hang ngdy trén 40% dién tich bé mit co thé, ndng do

trong huyét tuong cta ketoconazol dugc phat hién trong 5 tré-so sinh,

dao dong 32 - 133 ng/ml

5. Quy cach dong goi: Hop 1 tuyp S g

6. Chi dinh:

Bikozol™ dugc sir dung cho nguai l6m.

biéu tri tai cho cac bénh nam ¢ da va niém mac nhu lang ben, hic

lao, nim tay, nim da than, ndm da dui, viém da ba nhon,.

7. Liéu lwgng va cich dung:

Boi [én ving da bi nhxem 1 hodc 2 lan mdi ngay, tuy thude vao mirc

d6 nhi&m bénh. Nén tiép tuc dxeu tri thém mdt vai ngay sau khi cic

triéu chung va dAu hi¢u bién mét.

- N4m Candida & da, lang ben, héc 1o, ndm da than hodc ndm da dui:

Boi 1 lan/ ngay trong 2 tudn.

- Viém da ba nhon: Boi 2 14n/ ngdy trong 4 tudn

Viém da ba nhon 1a mdt tinh trang bénh Iy man tinh va ty 18 tai phat

rét cao.

Céc chi dinh cin duoc xem xét lai khi cdc tri¢u ching 1am sang cua

bénh khong duoc cai thién sau 4 tudn didu tri.

8. Sir dung cho phu nir ¢6 thai va cho con bu:

Chura ¢6 nghién ciru ddy di v& anh huong cua thude ddi voi phu ni co

thai va cho con bu.

- Thoi ky mang thai: Tuy thube khong dugc hap thu vao tudn hoan
chung nhung can than trong khi chi dinh phu nit mang thai, chi ding
khi loi ich diéu tri cao hon nguy covacoy kién ciia Bac si.

- Thoi ky cho con bu: Vi thudc khong dugc hép thu vao tudn hoan
chung nén duoc phép ding cho phu nir dang cho con bi.

9. Tac dong cia thudc khi lai xe va vin hanh may:

0 HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

Thubc khong anh huong khi lai xe va vn hanh may.

10. Chéng chi dinh:

Nguoi co lién s man cdm véi ketoconazol hodc bét ky thanh phan
nao cua thudc.

‘11. Cénh bdo va thén trong:

- Khong dung cho tra mat.

- Thudc ¢6 chira propylen glycol co thé gy sung né da.

- Néu st dung phdi hop vai mot thude corticosteroid dung tai chd, dé
phong ngira tac dong doi nguoc sau khi ngimng diéu tri kéo dai voi
corticosteroid, nén su dung tiép mét corticosteroid nhe bdi vao budi
sang va boi kem Bikozol® vao budi téi, sau do va dan dan thu hdi licu
phép corticoid tai chd trong khoang thoi gian 2-3 tudn.

- Bikozol™ ¢6 chira methy! parahydroxybenzoat: co thé gdy phdn tng
di tmg (c6 thé phan tng mudn)

12. Twong tac thube va cic loai twong tac khac:
Chua thiy béo céo.
13. Tic dung khong mong mubn:

H¢ co quan Tac dung khong mong mudn
Tin suft
Thwong gap It gap Chua ro
(>1/100 dén < | (=1/1,000 dén
1/10) <1/100)

R&i loan hé Téng huyét dp N&i mé
théng mién day
dich
Roi loan da va | Rat bong da Bong nudce
mo dudi da Viém da tiép xic

Phat ban

Tréc da

Da dinh nhép
RO loan Ban do Chay méu -
chung vatinh | Ngta Kho chiu
trang vung sur Kho
dung Viém

Kich ting

Di cam

Phdn (g ]

Thong bao cho Bdc si nhitng tic dung k/zong mong muon
gap phdai khi sii dung thuéc

14. Qua liéu va cach xi tri:

- Khi bdi qud nhiéu ¢6 thé din dén ban do, phi né va cam gidc bong
rét. Didu nay s& bién mét khi ngung diéu tri.

- Néu nubt phai, bién phap hd tro va diéu tri triéu chimg ¢in duoc thuc
hién.

15. Cic diu hi¢u cén luu ¥ va khuyén cdo: Chua co thong tin
Han dung: 36 thang ké tur ngay san xudt.

Bdo quin: Noi kho, nhiét d§ khong qua 30°C, tranh &nh sang.

Dé xa tim tay cuia tré em.

Poc kj hudng din st dung trudc khi ding.

Thudc nay chi dang theo don cia Bic si.

Néu cin thém théng tin, xin héi y kién Bdc si,

Ngay xem xét sira doi, cip nhit lai ndi dung huéng din sir dung,
Cong ty siin xuiit

CONG TY CO PHAN DUQC - TTBYT BINH DINH (BIDIPHAR)

498 Nguyén Théi Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh
DPinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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- hg‘NﬁZmng ddn sir dung trudéc khi ding.
- Thudc nay chi dwoc dimg theo don cua bdc sT.
- Théng bdo cho duoc st hodc bdc s nhitng tdc dung khong mong muén gap phai khi sir dung thudc.
1. Thanh phin ham lrong cia thude |

- Hoat chdt:  Ketoconazol

- Ham lugng: Ketoconazol 100 mg
T4 dugc: Sepineo P600, Methyl parahydroxybenzoat (5 mg), Propylen glycol, Nudéc cat
2. Mo ta san ph‘flm: Kem mau trang nga, mui thom nhe, dé bat dinh trén da va niém mac.
3. Quy cach dong goi
Hop 1 tuyp 5 g.
4. Thubc dung cho bénh gi? ‘

Kem bbi da Bikozol® duge ding trong céc bénh nhiém ném va ném men trén da o nguoi lon. s
Diéu tri ta1 chd céc bénh ndm & da va niém mac nhu lang ben, hac la0, ndm tay, ndm da than, ndm da
dui, viém da ba nhon,.. ' 'V
5. Nén dung thudc nay nhw thé nao va liéu lugng?

- Cdch ding: Luon dung thudc nay chinh xac theo 101 khuyén cua bac si. Bdo vai bac st hodc duge
si néu ban khong chic chan.

+ Rira sach vung da bi nhidm nédm va lam kho

+ Xoa kem nhe nhang vao cac khu vuc bi anh hudng va vung da xung quanh bang tay sach

+ Rira sach tay béng xa phong va nudce sau khi str dung kem (trir khi bi nam trén tay). tranh lay ian
sang cac bd phan khac trén co thé hoac lay sang ngudi khac

+ Khong boi kem 1én mat

+ Khong dung chung khan tdm v6i ngudi khac. Thay quan 4o thuong xuyén.

- Dwong dung: Boi ngoai da

- Liéu dirng: Diéu nay tuy thudc vao loai nhiém ndm va muc do nguy hiém. Bac si s¢ cho ban bidt
phai dung kem Bikozol® nhu thé nao va trong thoi gian bao lau.

Liéu duoc khuyén cdo : Mot hay hai lan mot ngay trong 1 dén 6 tudn

Khong dung kem lau hon thoi gian ma béc sindi voi ban
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I™: van boi kem vai ngay sau khi hét cac tricu ching. Did.,

Néu ban ngung dung kem boi da Bikozo
nay s€ lam cho cac triéu ching khong trg lai nira.

Néu cac triéu ching khong cai thién sau 4 tudn, bao lai vai béc si.

6. Khi nao khong nén diung thudc nay? .

Khi ban bi qué man véi ketoconazol hodc bat ky thanh phan nao cua thudce.

7. Tac dung khong mong mudn

Gibng nhu cac thude khac, thude nay c6 thé géy tac dung phu, mac du khong phai ai cling mac phat.
Ngung dung kem Bikozol® va bdo ngay voi bac si néu ban lwu y hay nghi ngo bit cir diu hiéu
nao duwéi diy. Ban ¢6 thé cin diéu tri y té khin cép.

- Kich ung néng hodc noi do trén vung da boi thudce, hodc cac dau hiéu khac cua di ung trong npay

didu tri diu tién. 02595
Diéu nay co thé anh hudng t6i it hon 1/10 nguoi g'ﬁg:\(‘
- Bong da hogc phong rop da. Piéu nay co thé anh hudng t6i it hon 1/100 ngudi. RANG THI

, , , BINH D
Bdo véi béc st hay dwgce s n€u ban lwu y thiy hay nghi ngo bat tic dung phu nao duéi diy: ‘DIPHAR
Tdc dung phu thuong gap: ——

Cam giac nong rat

Tdc dung phu it gap (tdc dong it hon 1/ 100 nguoi)

- Céc van dé tai vi tri boi kem nhu 1a:

+ Chay mau

+ Kho chiu

+ Kho

+ Viém

+ Ngtra ran

+ Phat ban, ndi mé day

+ Da dinh nhép

8. Nén tranh dung nhirng thudc hoéc thuc ph?im ¢i khi dang siv dung nhirng thube nay?
Chua thdy bao céo vé cac tuong tac thude khi sir dung cung luc vai ketoconazol
9. Can lam gi khi mét lan quén khéng dung thudc?

Néu ban quén bdi thude, bdi ngay khi nhé ra.

10. Can bao quan thudc nay nhuw thé nao?

Béao quéan thudc & noi kho, nhiét do khong qua 30°C, tranh anh sang.

11. Nhirng trigu chitng va diu hiéu khi dung thude qua lidu?



- Khi boi qué nhiéu c6 thé dan dén ban do, phil né va cam giac bong rat. Diéu nay sé bién mat khi .
ngung diéu tri. ‘

12. Can phii lam gi khi ding thude qua liéu khuyén cio?

Ngung dung thude va bao véi bac sT hodc duoc si.

13. Nhirng diéu cin than trong khi dung thudc nay?

- Khéng dung cho tra mét.

- Thubc ¢6 chira propylen glycol c6 thé gay sung né da.

- Néu sir dung phdi hop véi mot thude corticosteroid dung tai chd, dé phong ngua tac dong ddi
nguoc sau khi ngimg diéu tri kéo dai v6i corticosteroid, nén sir dung tiép mot corticosteroid nhe 54
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vao budi sdng va boi kem Bikozol™ vao budi toi, sau do va dan dan thu hoi li¢u phéap corticoid 1w

chd trong khoang thoi gian 2-3 tuén. i
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- Bikozol® cé chtra methyl parahydroxybenzoat: c6 thé gdy phan tng di ung (co thé phan tng \\i':)
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- Thén trong trong truong hop ban dang mang thai hodc du dinh co thai. X )/ é//
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14. Khi nao cin tham véin bic sf, dwge si?

Khi dang st dung ciing ltc véi cac thude khac

Khi ban ndm trong cac truomg hop can phai than trong khi dung thude -

Khi xay ra cac tac dung khéng mong mudn trong qué trinh dung thude.

Khi ding qué liéu khuyén cdo.

Khi dang mang thai hoéc du dinh ¢6 thai.

Néu can thém théng tin xin héi y kién bdc st hodc duoc st

15. Han ding ciia thude

- Han dung: 36 thang ké tir ngay s;ém Xuat.

16. Tén, dia chi, biéu twong cia nha san xuit

- Tén: CONG TY CO PHAN DUGC — TRANG THIET BI Y TE BINH BINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phuong Quang Trung, thanh ph6 Quy Nhon. tinh Binh Dinh

Vel

Bidiphar

- Biéu tuong nha san xuat:

17. Ngay xem xét sira doi, cap nhdt lai ngi dung hwing din sir dung thubé
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